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1. This opinion contains indications relating to the following items: 





Box No. I 


□ 


Box No. n 
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Box No. in 
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Box No. IV 




Box No. V 
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Box No. VI 
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Box No. Vn 
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Box No. Vni 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43to. l(a)(i) with regard to novelty, inventive step or mdustrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

For further options, see Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US04/36933 


Box No. I Basis of this opinion ~ 


1. With regard to the language, this opinion has been established on the basis of: 
Kl the international application in the language in which it was filed 

a. type of material 

CU a sequence listing 

n table(s) related to the sequence listing 

format of material 

1 1 on paper 

CH in electronic form 

c. time of filing/fiirnishing 

CH contained in the mternational application as filed. 

□ filed together with the mternational ^plication in electronic form. 

□ furnished subsequently to this Authority for the purposes of search. 

4. Additional comments: 


jTuiiii x-^^l/Jus^A/:23yci*ox No. I) (April 2005) ' ' — \ 
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Box No. V Reasoned statement under Rule 43 *w.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Claims 1-15 






Claims NONE 


NO 


Inventive step (IS) 


Claims NONE 


YES 




Claims 1-15 


NO 


Industrial applicability (lA) 


Claims 1-15 


YRS 




Claims NONE 


NO 



2. Citations and explanations: 

Claims 1-15 lack an inventive step under PCX Article 33(3) as being obvious over US 6.308,737 to Kritiviski. Kritiviski discloses a 
deforniable diverter 80 that serves as a valve body widi four ports 100, 200, 300. and 400. Portions of the interior surfece of the 
diverter are selectively contacted through a pinching deformation to isolate ports from one another, creating a flow channel between 
the two selected ports (see columns 5-7). The ports are configured to be attached to tubing lines 52, 54. 56, and 58 (see FIG 7) 
According to the illustration in FIG 14, the cross-sectional area between port 300 and port 400 remains substantially constant With 
regard to applicant's claim that the valve body is toroidal in shape, tibe diverter of the Kritiviski device is comprised of an outer and 
inner surface with a common, empty chamber within the surfaces, rendering the diverter toroidal, with an empty space in the middle 
in shape. Nonetheless, absent a showing of the criticality of the cross-sectional area or the toroidal shape to the function of the 
device, a change in size of a component involves only routine skill in the art. A change in form or shape is generally recognized as 
being withm the level ofordinaryskai in the art. ^ ^ y & 

Witii regard to applicant's claun that the flow channel is cylindrical in cross-section, it would have been an obvious matter 
of design choice to design the Kritiviski diverter to create a cylindrical cross-section since such a modification would have involved a 
mere change m the form or shape of a component. A change in form or shape is generally recognized as being within the level of 
ordinary skill in the art. ^ ^ 

With regard to applicant's clamis drawn to the tubular portions being pinched of during use, the Kritiviski device does 
comprise tubular portions in the form of the ports of the diverter. The diverter is pinched in a manner that allows these tubular 
portions to conununicate with or be isolated from one another, depending on the configuration. Applicant's recitation that the tubular 
portions are pinched during operation of the device amounts to a recitation of the intended use of the invention. It has been held that a 
recitation with respect to the manner m which a claimed apparatus is intended to be employed does not ditferentiate the clauned 
apparatus from a prior art apparatus satisiymg the claimed structural limitations. 

Clafans 1-15 meet the criteria set out in PCT Article 33(4), and thus satisfy industrial ^pUcability because the subject matter clahned 
can be made or used in industry. 
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